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§413.170 Scope.

This subpart implements sections
1881(b)(2), (b)(4), ()7, and (b)(12)
through (b)(14) of the Act by—

(a) Setting forth the principles and
authorities under which CMS is au-
thorized to establish a prospective pay-
ment system for outpatient mainte-
nance dialysis services in or under the
supervision of an ESRD facility that
meets the conditions of coverage in
part 494 of this chapter and as defined
in §413.171(c).

(b) Providing procedures and criteria
under which a pediatric ESRD facility
(an ESRD facility with at least a 50
percent pediatric patient mix as speci-
fied in §413.184 of this subpart) may re-
ceive an exception to its prospective
payment rate prior to January 1, 2011;
and

(c) BEstablishing procedures that a fa-
cility must follow to appeal its pay-
ment amount under the prospective
payment system.

[62 FR 43668, Aug. 15, 1997, as amended at 70
FR 70330, Nov. 21, 2005; 73 FR 20474, Apr. 15,
2008; 75 FR 49198, Aug. 12, 2010]

§413.171 Definitions.

For purposes of this subpart, the fol-
lowing definitions apply:

Base rate. The average payment
amount per-treatment, standardized to
remove the effects of case-mix and area
wage levels and further reduced for
budget neutrality and the outlier per-
centage. The base rate is the amount
to which the patient-specific case-mix
adjustments and any ESRD facility ad-
justments, if applicable, are applied.

Composite Rate Services. Items and
services used in the provision of out-
patient maintenance dialysis for the
treatment of ESRD and included in the
composite payment system established
under section 1881(b)(7) and the basic
case-mix adjusted composite payment
system established under section
1881(b)(12) of the Act.

ESRD facility. An ESRD facility is an
independent facility or a hospital-
based provider of services (as described
in §413.174(b) and (c) of this chapter),
including facilities that have a self-
care dialysis unit that furnish only
self-dialysis services as defined in
§494.10 of this chapter and meets the

§413.171

supervision requirements described in
part 494 of this chapter, and that fur-
nishes institutional dialysis services
and supplies under §410.50 and §410.52 of
this chapter.

New ESRD facility. A new ESRD facil-
ity is an ESRD facility (as defined
above) that is certified for Medicare
participation on or after January 1,
2011.

Pediatric ESRD Patient. A pediatric
ESRD patient is defined as an indi-
vidual less than 18 years of age who is
receiving renal dialysis services.

Renal dialysis services. Effective Janu-
ary 1, 2011, the following items and
services are considered ‘‘renal dialysis
services,” and paid under the ESRD
prospective payment system under sec-
tion 1881(b)(14) of the Act:

(1) Items and services included in the
composite rate for renal dialysis serv-
ices as of December 31, 2010;

(2) Erythropoiesis stimulating agents
and any oral form of such agents that
are furnished to individuals for the
treatment of ESRD;

(3) Other drugs and biologicals that
are furnished to individuals for the
treatment of ESRD and for which pay-
ment was (prior to January 1, 2011)
made separately under Title XVIII of
the Act (including drugs and
biologicals with only an oral form),

(4) Diagnostic laboratory tests and
other items and services not described
in paragraph (1) of this definition that
are furnished to individuals for the
treatment of ESRD.

(5) Renal dialysis services do not in-
clude those services that are not essen-
tial for the delivery of maintenance di-
alysis.

Separately billable items and services.
Items and services used in the provi-
sion of outpatient maintenance dialy-
sis for the treatment of individuals
with ESRD that were or would have
been, prior to January 1, 2011, sepa-
rately payable under Title XVIII of the
Act and not included in the payment
systems established under section
1881(b)(7) and section 1881(b)(12) of the
Act.

[75 FR 49198, Aug. 12, 2010]
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